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WARNING LETTER

FLA-01-39

March 6, 2001

FACILITY ID # 222880

Ms. Rosemary Canfield,
Mammography Coordinator

Baptist Medical Plaza at Coral Gables
320 Giralda Avenue

Coral Gables, Florida 33134

Dear Ms. Canfield:

We are writing to you because on February 6, 2001, a representative of the State
of Florida, acting in behalf of the Food and Drug Administration (FDA) inspected
your facility. This inspection revealed serious regulatory problems involving the
mammography at your facility. Under a United States Federal law, the
Mammography Quality Standards Act of 1992, your facility must meet specific
requirements for mammography. These requirements help protect the health of
women by assuring that a facility can perform quality mammography. The
inspection revealed the following level 1 and 2 findings at your facility:

Level 1: Mammograms were processed in the Kodak room processor
when it was out of limits for seven days.

Level 2: The radiology technologist, (IR did not meet the
continuing requirement of having completed a minimum of 15
CEUs in mammography in a 36-month period.
The specific problems noted above appeared on your MQSA Facility Inspection
Report, which was issued to your facility at the close of the inspection. Because
these conditions may be symptomatic of serious underlying problems that could
compromise the quality of mammography at your facility, they represent a
serious violation of the law which may result in FDA taking regulatory action
without further notice to you. These actions include, but are not limited to,
placing your facility under a Directed Plan of Correction, charging your facility for
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If you have more specific questions about mammography facility requirements, or
about the content of this letter, please feel free to contact D. Janneth Caycedo,
Consumer Safety Officer, Boca Raton Resident Post, FDA, at 561-338-5236,

extension 23.
Sincerely yours,
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Emma R. Singleton
Director, Florida District



